TCT-104: Impact of Crossing Coronary Arteries with a Coronary Sinus Based Device in the TITAN Study  by unknown
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 RI SDWLHQWVZHUH1<+$ ,,, ()ZDV  DQG/9(''ZDV PP
7KH0$(UDWHDWGD\VIRUDOODWWHPSWHGSDWLHQWVZDV5HGXFWLRQVLQTXDQWLWDWLYH)05
PHDVXUHVUDQJHGIURPDWPRQWKVIRULPSODQWHGSDWLHQWV/9(69ZDVUHGXFHGIURP
EDVHOLQHWRPRQWKVS
7DEOH)XQFWLRQDO&KDQJHVPHDQ6'3YDOXHE\$129$
0:'P 1<+$&ODVV .&&4
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)LQDOPRQWK7,7$1UHVXOWVZLOOEHSUHVHQWHG
&RQFOXVLRQ3HUFXWDQHRXVWUHDWPHQWRI)05ZLWKWKH&$5,//210LWUDO&RQWRXU6\VWHP
ZDV DVVRFLDWHG ZLWK UHGXFWLRQ LQ )05 LQ WKH 7,7$1 WULDO DQG D VLJQL¿FDQWO\ JUHDWHU
LPSURYHPHQWLQIXQFWLRQDOSDUDPHWHUV
7&7
,PSDFWRI&URVVLQJ&RURQDU\$UWHULHVZLWKD&RURQDU\6LQXV%DVHG'HYLFHLQWKH7,7$16WXG\
6WHYHQ/*ROGEHUJ8WD&+RSSH0LFKDHO+DXGH-HU]\6DGRZVNL-DQXV/LSLHFNL'DYLG
5HXWHU-HDQ)DMDGHW7RPDV]6LPLQLDN
8QLYHUVLW\RI:DVKLQJWRQ0HGLFDO&HQWHU6HDWWOH:$8QLYHUVLW\RI&RORJQH&RORJQH
*HUPDQ\6WDGWLVFKH.OLQLNHQ1HXVV/XFDVNUDNHQKDXV1HXVV*HUPDQ\-RKQ3DXO,,+RVSLWDO
3RODQG3RODQG8QLYHUVLW\+RVSLWDO&OHUPRQW)HUUDQG)UDQFH&DUGLDF'LPHQVLRQV,QF
.LUNODQG:$/D&OLQTXH3DVWHXU7RXORXVH7RXORXVH)UDQFH3R]QDQ8QLYHUVLW\RI0HGLFDO
6FLHQFHV3R]QDQ3RODQG
7KH&DULOORQ0LWUDO&RQWRXU6\VWHP&0&6LVDFRURQDU\VLQXVEDVHGGHYLFHGHVLJQHGWRWUHDW
IXQFWLRQDOPLWUDO UHJXUJLWDWLRQ 05 7KH FLUFXPÀH[	 UDUHO\ WKH GLVWDO5&$ DOVR FRXUVH LQ WKH
SRVWHULRU$9JURRYH3ULRUVWXGLHVKDYHVKRZQDKLJKLQFLGHQFHRIFRURQDU\DUWHU\FURVVLQJFDFURVV
ZLWK WKH&0&6EXWZLWKUHODWLYHO\LQIUHTXHQWQHHGWRDERUW WKHSURFHGXUHGXHWRFRURQDU\DUWHU\
FRPSUHVVLRQFDF7KH7,7$1VWXG\LVDVDIHW\DQGIHDVLELOLW\VWXG\RIWKH;(YHUVLRQRIWKH&0&6
7KLVVWXG\DVVHVVHGWKHFOLQLFDOLPSDFWRIFDFURVVLQ7,7$1
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/
)5,'$<6(37(0%(530±30
-$&&9RO6XSSO% _ 6HSWHPEHU _ 7&7$EVWUDFWV25$/3OHQDU\6HVVLRQ;9,,, %
KWWSFRQWHQWRQOLQHMDFFRUJFRQWHQWYROB0HHWLQJ$EVWUDFWV
0HWKRGV3WVHQUROOHG LQ7,7$1KDGV\PSWRPDWLF&+))05HQODUJHG/9¶VDQG ORZ()¶V
$IWHUSODFHPHQWRI&0&6FRUDQJLRZDVGRQHLPPHGLDWHO\WRORRNIRUFDF,IQRFDFDQGWKHUHZDVDQ
LPSURYHPHQWLQ05WKHGHYLFHZDVUHOHDVHGRWKHUZLVHLWZDVUHFDSWXUHG&LQH¿OPVZHUHUHYLHZHG
IRUWKHSUHVHQFHRUDEVHQFHRIFDFURVV3DWLHQWVZKRKDGFDFURVVZHUHFRPSDUHGZLWKSDWLHQWVZLWKRXW
FDFURVVIRUFOLQLFDODQGHFKRFKDQJHVDWPRQWKIROORZXS
5HVXOWVSWVZHUHHQUROOHGLQ7LWDQZLWKUHFHLYLQJLPSODQWV,QSWVDFRURQDU\DUWHU\
ZDVFURVVHG2IWKHSWVZLWKRXWLPSODQWVSWVKDGWKHGHYLFHUHPRYHGDWOHDVWLQSDUWGXHWRFDFWKXV
RILPSODQWVZHUHOLPLWHGE\FDF1RSDWLHQWKDGDQ0,ZLWKLQGD\VRIWKHSURFHGXUHSWVKDG
FKHVWSDLQZLWK)8WRRQH\HDUZFURVVLQJYVZLWKRXW16SWVKDGFRUDQJLRVZLWKQRQH
VKRZLQJ&0&6UHODWHGFRURQDU\DUWHU\FRPSURPLVHSWVGLHGZLWK)8LQFOXGHVQRQLPSODQWHG
SWVZFDFURVVYVZR161RHFKRRUFOLQLFDOGLIIHUHQFHVZHUHVHHQLQ)8EHWZHHQWKRVHZ
YVZRFDFURVV7DEOHH[FHSWIRUUHGXFHG05DWPRQWK)8LQSDWLHQWVZLWKFRURQDU\DUWHU\FURVVLQJ
(FKRDQG&OLQLFDO&RPSDULVRQVEHWZHHQSDWLHQWVZLWKDFURVVHGFRURQDU\DUWHU\DQGWKRVHZLWKRXW
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3FRPSDUHGZLWKFDFURVV
&RQFOXVLRQV6LPLODUWRWKH¿QGLQJVLQ$0$'(86FRURQDU\DUWHU\FURVVLQJLVFRPPRQZKHQ
XVLQJWKH&0&6EXWLQIUHTXHQWO\OLPLWVVXFFHVVIXOGHSOR\PHQWDQGGRHVQRWDSSHDUWRKDYHDQ\
LPSDFWRQPHGLXPWHUPVDIHW\RUHI¿FDF\
3OHQDU\6HVVLRQ;9,,,
7KH%HVWRIWKH%HVW7&7$EVWUDFWV
0DLQ$UHQD
)ULGD\6HSWHPEHUSP±SP
$EVWUDFW1RV
7&7
7KUHH\HDU)ROORZXS2I7KH6\QWD[7ULDO2SWLPDO5HYDVFXODUL]DWLRQ6WUDWHJ\,Q3DWLHQWV
:LWK/HIW0DLQ'LVHDVH
3DWULFN:6HUUX\V/RZHOO6DWOHU6WHYHQ:%R\FH)ULHGULFK:0RKU7HG()HOGPDQ
$3LHWHU.DSSHWHLQ$QWRQLR&RORPER0LFKDHO-0DFN0DULH&ODXGH0RULFH(OLVDEHWK
6WDKOH.DWULQ/HDGOH\.HLWK''DZNLQV'DYLG5+ROPHV
(UDVPXV8QLYHUVLW\0HGLFDO&HQWHU5RWWHUGDP5RWWHUGDP1HWKHUODQGV:DVKLQJWRQ+RVSLWDO
&HQWHU:DVKLQJWRQ'&+HU]]HQWUXP8QLYHUVLWlW/HLS]LJ/HLS]LJ*HUPDQ\(YDQVWRQ
+RVSLWDO(YDQVWRQ,/6DQ5DIIDHOH6FLHQWL¿F,QVWLWXWH0LODQ,WDO\0HGLFDO&LW\+RVSLWDO
'DOODV7;,QVWLWXW+RVSLWDOLHU-DFTXHV&DUWLHU0DVV\)UDQFH8QLYHUVLW\+RVSLWDO8SSVDOD
8SSVDOD6ZHGHQ%RVWRQ6FLHQWL¿F&RUSRUDWLRQ1DWLFN0$0D\R&OLQLF5RFKHVWHU01
%DFNJURXQG3HUFXWDQHRXVFRURQDU\LQWHUYHQWLRQ3&,LVDQLQFUHDVLQJO\FRPPRQUHYDVFXODUL]DWLRQ
VWUDWHJ\IRUSDWLHQWVSWVZLWKOHIWPDLQ/0VWHQRVLV5HFHQWO\$&&$+$3&,JXLGHOLQHVXSJUDGHG
XQSURWHFWHG/03&,WRDFODVV,,ELQGLFDWLRQ/RQJWHUPIROORZXSGDWDLQ/0SWVKDYHEHHQOLPLWHG
7KLVDQDO\VLVZLOOH[DPLQH\HDURXWFRPHVRI/0SWVLQWKH6<17$;WULDO
0HWKRGV6<17$;UDQGRPL]HGSWVZLWKGHQRYRYHVVHO9'DQGRU/0GLVHDVHWR3&,ZLWK7$;86
([SUHVVVWHQWVRUFRURQDU\DUWHU\E\SDVVVXUJHU\&$%*LIVXLWDEOHIRUHTXLYDOHQWUHYDVFXODUL]DWLRQXVLQJ
HLWKHUWUHDWPHQW$QDO\VLVRIWKH/0FRKRUWZDVSUHVSHFL¿HGDQGVXI¿FLHQWO\SRZHUHG
5HVXOWV7ZR\HDU0$&&(PDMRUDGYHUVHFDUGLDFDQGFHUHEURYDVFXODUHYHQWVZDVVLPLODULQ/0
3&,DQG&$%*WUHDWHGSWV&$%*YV3&,DVZDVGHDWKVWURNH0,YV
7DEOH6WURNHZDVVLJQL¿FDQWO\ LQFUHDVHG LQ WKH&$%*JURXS YV3 DQG UHSHDW
UHYDVFXODUL]DWLRQZDVLQFUHDVHGLQWKH3&,DUPYV3 DW\HDUV7DEOH0$&&(
ZDVVLPLODUEHWZHHQJURXSVLQSWVZLWKORZHU6<17$;6FRUHVYV3 EXW
VLJQL¿FDQWO\LQFUHDVHGLQ3&,SWVZLWKKLJKVFRUHVYV3 2XWFRPHVDW\HDUV
ZLOOEHDYDLODEOHDQGSUHVHQWHGIRUWKH¿UVWWLPH
$GYHUVH(YHQW5DWHVLQWKH/0FRKRUWDW\HDUV
&$%* 3&, &$%* 3&,
\HDU5DWHV 0$&&(   6WURNH  
'HDWK6WURNH0,   0,  
'HDWK   5HSHDW5HYDVFXODUL]DWLRQ  

0$&&($OOFDXVHGHDWKVWURNH0,UHSHDWUHYDVFXODUL]DWLRQ7LPHWRHYHQWUDWHVDW\HDUV
3IURPORJUDQNRUFKLVTXDUHWHVW
&RQFOXVLRQV3RVLWLYHRXWFRPHVIURP6<17$;DQGRWKHUUHFHQWVWXGLHVRI/0GLVHDVHVXJJHVW
3&,XVLQJGUXJHOXWLQJVWHQWVPD\EHDVHIIHFWLYHEXWOHVVLQYDVLYHWKDQ&$%*LQFHUWDLQVXEVHWV
RISWV7KH WKUHH\HDUGDWD WREHSUHVHQWHGZLOOFRQWLQXH WRFODULI\ WKH UROHRI3&, UHODWLYH WR
&$%*IRUWKHWUHDWPHQWRISDWLHQWVZLWK/0GLVHDVH
7&7
4XDOLW\RI/LIHIRU3DWLHQWV8QGHUJRLQJ3HUFXWDQHRXV9DVFXODU,QWHUYHQWLRQIRU
&ODXGLFDWLRQYV&ULWLFDO/LPE,VFKHPLD,QVLJKWVIURPWKH%OXH&URVV%OXH6KLHOGRI
0LFKLJDQ&DUGLRYDVFXODU&RQVRUWLXP
3DXO0LFKDHO*URVVPDQ6DPXHO5.DXIPDQ.KDQ0XQLU'DYLG6KDUH+HUEHUW$URQRZ6WDQOH\-
&KHWFXWL3DXO%RYH7LPRWK\-1\SDYHU-DPHV0)R[$VKUDI0DQVRXU+LWLQGHU6*XUP
8QLYHUVLW\RI0LFKLJDQ&DUGLRYDVFXODU&HQWHU$QQ$UERU0,8QLYHUVLW\RI0LFKLJDQ+HDOWK6\VWHP
$QQ$UERU0,6W-RVHSK0HUF\+HDOWK6\VWHP$QQ$UERU0,:LOOLDP%HDXPRQW+HDOWK6\VWHP
5R\DO2DN0,+HQU\)RUG+HDOWK6\VWHP'HWURLW0,0XQVRQ+HDOWK6\VWHP7UDYHUVH&LW\
0,6SHFWUXP+HDOWK6\VWHP*UDQG5DSLGV0,
%DFNJURXQG /RZHU H[WUHPLW\ SHUFXWDQHRXV YDVFXODU LQWHUYHQWLRQV /( 39,V DUH JHQHUDOO\
SHUIRUPHGWRLPSURYHWKHTXDOLW\RIOLIH4R/RISDWLHQWVZLWKV\PSWRPDWLFSHULSKHUDODUWHULDOGLVHDVH
3$':HVRXJKWWRHYDOXDWHDQGFRPSDUHWKHEDVHOLQHDQGPRQWKSRVWLQWHUYHQWLRQ4R/LQSDWLHQWV
ZKRXQGHUZHQW39,IRUHLWKHUFODXGLFDWLRQRUFULWLFDOOLPELVFKHPLD&/,
0HWKRGV 4R/ GDWD ZHUH DVVHVVHG DW EDVHOLQH DQG  PRQWKV XVLQJ WKH 3HULSKHUDO $UWHULDO
4XHVWLRQQDLUH3$4IRU39,SDWLHQWVLQDPXOWLFHQWHUPXOWLGLVFLSOLQDU\UHJLRQDOFRQVRUWLXP
$QDO\VLVRIYDULDQFHZDVHPSOR\HGWRFRPSDUHWHPSRUDOFKDQJHLQ4R/EDVHGRQLQGLFDWLRQIRU/(
39,&ODXGLFDWLRQYV&/,
5HVXOWV6HHJUDSK7KHUHZHUHSDWLHQWVLQWKHFODXGLFDWLRQJURXSDQGSDWLHQWVLQWKH&/,
FRKRUW7KHPHDQDJHZDV\HDUVDQGGLGQRWGLIIHUEHWZHHQJURXSV0RUH&/,SDWLHQWVZHUH
ZRPHQYVS,QVXOLQUHTXLULQJGLDEHWHVZDVPRUHFRPPRQLQWKH&/,FRKRUWYV
SDVZDVGLDO\VLVYVS$WEDVHOLQHSDWLHQWVZLWK&/,UHSRUWHGORZHU
RYHUDOO4R/WKDQSDWLHQWVZLWKFODXGLFDWLRQS$WPRQWKVWKHFODXGLFDWLRQLQGLFDWLRQIRU
39,SDWLHQWVUHSRUWHGDEHWWHU4R/WKDQ&/,LQGLFDWLRQSDWLHQWVS7KHLPSURYHPHQWLQ4R/
IURPEDVHOLQHWRPRQWKVSRVW39,ZDVHTXLYDOHQWLQERWKJURXSVS 
&RQFOXVLRQV7KH4R/RIDOOSDWLHQWVUHIHUUHGIRU/(39,LVVHYHUHO\LPSDLUHGSDUWLFXODUO\LQWKRVH
SDWLHQWVZLWK&/,/(39,IRUSDWLHQWVZLWKHLWKHUFODXGLFDWLRQRU&/,LVDVVRFLDWHGZLWKHTXLYDOHQWDQG
GUDPDWLFLPSURYHPHQWLQ4R/WKDWLVVXVWDLQHGIRUDWOHDVWPRQWKVSRVWLQWHUYHQWLRQ
7&7
(9(5(67,,5DQGRPL]HG&OLQLFDO7ULDO&OLQLFDO%HQH¿WE\05*UDGHLQ3DWLHQWV2QH
<HDUIROORZLQJ6XFFHVVIXO0LWUD&OLS7KHUDS\
-DPHV+HUPLOOHU6DLEDO.DU0LFKDHO5LQDOGL3HWHU)DLO6FRWW/LP5LFKDUG6PDOOLQJ
:LOOLDP*UD\$QGUHZ:DQJ+RZDUG+HUUPDQQ-DVRQ5RJHUV-RKQ/DVDOD7DQYLU
%DMZD3DXO*UD\EXUQ:HVOH\3HGHUVHQ%ULDQ:KLVHQDQW$QGUHZ%HUNH0LFKDHO
2¶'RQQHOO3DWULFN:KLWORZ5REHUW6LHJHO$OIUHGR7UHQWR'RQDOG*ORZHU7HG
)HOGPDQ(O\VH)RVWHU2Q%HKDOIRIWKH(9(5(67,,,QYHVWLJDWRUV
6W9LQFHQW+HDUW&HQWHURI,QGLDQD,QGLDQDSROLV,1&HGDUV6LQDL+HDOWK6\VWHP/RV
$QJHOHV&$&DUROLQD0HGLFDO&HQWHU&KDUORWWH1&7HUUHERQQH*HQHUDO0HGLFDO&HQWHU
+RXPD/$8QLYHUVLW\RI9LUJLQLD&KDUORWWHVYLOOH9$0HPRULDO+HUPDQQ+RVSLWDO
+RXVWRQ7;&ROXPELD8QLYHUVLW\0HGLFDO&HQWHU1HZ<RUN1<'XNH8QLYHUVLW\
0HGLFDO&HQWHU'XUKDP1&+RVSLWDORI7KH8QLYHUVLW\RI3HQQV\OYDQLD3KLODGHOSKLD
3$8QLYHUVLW\RI&DOLIRUQLD'DYLV0HGLFDO&HQWHU6DFUDPHQWR&$:DVKLQJWRQ8QLYHUVLW\
6W/RXLV026W/XNH¶V0HGLFDO&HQWHU0LOZDXNHH:,%D\ORU+HDUW	9DVFXODU,QVWLWXWH
'DOODV7;0LQQHDSROLV+HDUW,QVWLWXWH0LQQHDSROLV01/'6+RVSLWDO6DOW/DNH&LW\
876W)UDQFLV+RVSLWDO+HDUW&HQWHU5RVHO\Q1<6W-RVHSK0HUF\+RVSLWDO<SVLODQWL
0,&OHYHODQG&OLQLF)RXQGDWLRQ&OHYHODQG2+1RUWK6KRUH8QLYHUVLW\+HDOWK6\VWHP
(YDQVWRQ,/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